
1014 

45 CFR Subtitle A (10–1–13 Edition) § 162.930 

that the entity incurs when it directly 
transmits, or receives, a standard 
transaction to, or from, a health plan. 

(6) During the period from March 17, 
2009 through December 31, 2011, a 
health plan may not delay or reject a 
standard transaction, or attempt to ad-
versely affect the other entity or the 
transaction, on the basis that it does 
not comply with another adopted 
standard for the same period. 

(b) Coordination of benefits. If a health 
plan receives a standard transaction 
and coordinates benefits with another 
health plan (or another payer), it must 
store the coordination of benefits data 
it needs to forward the standard trans-
action to the other health plan (or 
other payer). 

(c) Code sets. A health plan must 
meet each of the following require-
ments: 

(1) Accept and promptly process any 
standard transaction that contains 
codes that are valid, as provided in sub-
part J of this part. 

(2) Keep code sets for the current bill-
ing period and appeals periods still 
open to processing under the terms of 
the health plan’s coverage. 

[65 FR 50367, Aug. 17, 2000, as amended at 74 
FR 3325, Jan. 16, 2009] 

§ 162.930 Additional rules for health 
care clearinghouses. 

When acting as a business associate 
for another covered entity, a health 
care clearinghouse may perform the 
following functions: 

(a) Receive a standard transaction on 
behalf of the covered entity and trans-
late it into a nonstandard transaction 
(for example, nonstandard format and/ 
or nonstandard data content) for trans-
mission to the covered entity. 

(b) Receive a nonstandard trans-
action (for example, nonstandard for-
mat and/or nonstandard data content) 
from the covered entity and translate 
it into a standard transaction for 
transmission on behalf of the covered 
entity. 

§ 162.940 Exceptions from standards to 
permit testing of proposed modi-
fications. 

(a) Requests for an exception. An orga-
nization may request an exception 
from the use of a standard from the 

Secretary to test a proposed modifica-
tion to that standard. For each pro-
posed modification, the organization 
must meet the following requirements: 

(1) Comparison to a current standard. 
Provide a detailed explanation, no 
more than 10 pages in length, of how 
the proposed modification would be a 
significant improvement to the current 
standard in terms of the following prin-
ciples: 

(i) Improve the efficiency and effec-
tiveness of the health care system by 
leading to cost reductions for, or im-
provements in benefits from, electronic 
health care transactions. 

(ii) Meet the needs of the health data 
standards user community, particu-
larly health care providers, health 
plans, and health care clearinghouses. 

(iii) Be uniform and consistent with 
the other standards adopted under this 
part and, as appropriate, with other 
private and public sector health data 
standards. 

(iv) Have low additional development 
and implementation costs relative to 
the benefits of using the standard. 

(v) Be supported by an ANSI-accred-
ited SSO or other private or public or-
ganization that would maintain the 
standard over time. 

(vi) Have timely development, test-
ing, implementation, and updating pro-
cedures to achieve administrative sim-
plification benefits faster. 

(vii) Be technologically independent 
of the computer platforms and trans-
mission protocols used in electronic 
health transactions, unless they are ex-
plicitly part of the standard. 

(viii) Be precise, unambiguous, and as 
simple as possible. 

(ix) Result in minimum data collec-
tion and paperwork burdens on users. 

(x) Incorporate flexibility to adapt 
more easily to changes in the health 
care infrastructure (such as new serv-
ices, organizations, and provider types) 
and information technology. 

(2) Specifications for the proposed modi-
fication. Provide specifications for the 
proposed modification, including any 
additional system requirements. 

(3) Testing of the proposed modification. 
Provide an explanation, no more than 5 
pages in length, of how the organiza-
tion intends to test the standard, in-
cluding the number and types of health 
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plans and health care providers ex-
pected to be involved in the test, geo-
graphical areas, and beginning and end-
ing dates of the test. 

(4) Trading partner concurrences. Pro-
vide written concurrences from trading 
partners who would agree to partici-
pate in the test. 

(b) Basis for granting an exception. The 
Secretary may grant an initial excep-
tion, for a period not to exceed 3 years, 
based on, but not limited to, the fol-
lowing criteria: 

(1) An assessment of whether the pro-
posed modification demonstrates a sig-
nificant improvement to the current 
standard. 

(2) The extent and length of time of 
the exception. 

(3) Consultations with DSMOs. 
(c) Secretary’s decision on exception. 

The Secretary makes a decision and 
notifies the organization requesting 
the exception whether the request is 
granted or denied. 

(1) Exception granted. If the Secretary 
grants an exception, the notification 
includes the following information: 

(i) The length of time for which the 
exception applies. 

(ii) The trading partners and geo-
graphical areas the Secretary approves 
for testing. 

(iii) Any other conditions for approv-
ing the exception. 

(2) Exception denied. If the Secretary 
does not grant an exception, the notifi-
cation explains the reasons the Sec-
retary considers the proposed modifica-
tion would not be a significant im-
provement to the current standard and 
any other rationale for the denial. 

(d) Organization’s report on test results. 
Within 90 days after the test is com-
pleted, an organization that receives 
an exception must submit a report on 
the results of the test, including a cost- 
benefit analysis, to a location specified 
by the Secretary by notice in the FED-
ERAL REGISTER. 

(e) Extension allowed. If the report 
submitted in accordance with para-
graph (d) of this section recommends a 
modification to the standard, the Sec-
retary, on request, may grant an exten-
sion to the period granted for the ex-
ception. 

Subpart J—Code Sets 
§ 162.1000 General requirements. 

When conducting a transaction cov-
ered by this part, a covered entity 
must meet the following requirements: 

(a) Medical data code sets. Use the ap-
plicable medical data code sets de-
scribed in § 162.1002 as specified in the 
implementation specification adopted 
under this part that are valid at the 
time the health care is furnished. 

(b) Nonmedical data code sets. Use the 
nonmedical data code sets as described 
in the implementation specifications 
adopted under this part that are valid 
at the time the transaction is initi-
ated. 

§ 162.1002 Medical data code sets. 
The Secretary adopts the following 

maintaining organization’s code sets as 
the standard medical data code sets: 

(a) For the period from October 16, 
2002 through October 15, 2003: 

(1) International Classification of Dis-
eases, 9th Edition, Clinical Modification, 
(ICD–9–CM), Volumes 1 and 2 (including 
The Official ICD–9–CM Guidelines for 
Coding and Reporting), as maintained 
and distributed by HHS, for the fol-
lowing conditions: 

(i) Diseases. 
(ii) Injuries. 
(iii) Impairments. 
(iv) Other health problems and their 

manifestations. 
(v) Causes of injury, disease, impair-

ment, or other health problems. 
(2) International Classification of Dis-

eases, 9th Edition, Clinical Modification, 
Volume 3 Procedures (including The Offi-
cial ICD–9–CM Guidelines for Coding 
and Reporting), as maintained and dis-
tributed by HHS, for the following pro-
cedures or other actions taken for dis-
eases, injuries, and impairments on 
hospital inpatients reported by hos-
pitals: 

(i) Prevention. 
(ii) Diagnosis. 
(iii) Treatment. 
(iv) Management. 
(3) National Drug Codes (NDC), as 

maintained and distributed by HHS, in 
collaboration with drug manufacturers, 
for the following: 

(i) Drugs 
(ii) Biologics. 
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